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Art Unit: 1609 

Detailed Action 

This application is a continuation of U.S. Provisional Application 60/463,561 , filed April 
17, 2003. Claims 1-25 are pending and are examined on the merits herein. 

Specification 

The disclosure is objected to because of the following informalities: "suck" is 
misspelled as "such" on page 7, first line. 
Appropriate correction is required. 

Claim Objections 

Claims 4 and 15 objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Claim 1 is 
drawn to L-glutamine and a solid or semi-solid medium. Claims 4 and 15 are drawn to 
claim 1 wherein the medium is water, which implies liquid water. If claims 4 and 15 
were amended to include "frozen water" they would be in proper form. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 



Application/Control Number: 10/824,767 Page 3 

Art Unit: 1609 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1, 3, 4, 7-10, 12-17, 19-22, 24, and 25 are rejected under 35 
U.S.C. 102(b) as being anticipated by Shinal, et al. (WO/2000/069470, November 23, 
2000). 

Claim 1 is drawn to a formulation comprising L-glutamine and a solid or semi- 
solid edible medium that dissolves on oral contact, claim 3 stipulates the formulation of 
claim 1 further comprises a flavor agent, an antiseptic or anesthetic, and claim 4 is 
drawn to the formulation of claim 1 wherein the medium is water. Claim 7 is drawn to 
the formulation of claim 1 provided as a lozenge, a dissolvable strip, a lollipop or a 
popsicle. Claims 8-1 0 are drawn to the formulation of claim 1 , wherein the medium 
dissolves in response to an aqueous environment; or wherein the medium dissolves at 
or near normal body temperature; or wherein the medium dissolves in response to an 
aqueous environment and temperature at or near normal body temperatures. Claim 12 
is drawn to the formulation of claim 1 , wherein the formulation of claim 1 is solid at a 
temperature below about 0°C. Claims 13-17, 19 and 20 are drawn to the use of 
formulations mentioned above for the treatment of oral inflammation. Claims 21 and 22 
are drawn to a stable drug formulation comprising L-glutamine frozen in a flavored 
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medium; wherein the L-glutamine is stable for about 3 to about 12 months. Claims 24 
and 25 are drawn to a kit comprising L-glutamine and a flavor agent; and further 
comprising one or more of an edible medium, an anesthetic, a handle, and/or a mold. 

Shinal, et al. teach a preparation of carbohydrate, glutamine and flavorings 
delivered via a lozenge, hard candy, ice cream formulation or a popsicle [page 25, lines 
7-14], which is water in solid form (frozen). Shinal, et al. teach the glutamine 
preparation in the form of a lozenge, which is placed into the mouth and remains there 
while the surrounding fluids dissolve it [page 32, lines 1 and 2]. The mouth is by nature 
an aqueous environment at or near normal body temperature. Shinal, et al. also teach 
compositions for the treatment of oral lesions following .radiation or chemotherapy [page 
4, lines 5-12]. Shinal, et al. also teach that the glutamine of the described formulations 
has a stable shelf-life and can be provided to the patient well in advance of the time of 
administration [page 32, lines 10-13]. Furthermore, the stability of glutamine is an 
intrinsic property. Glutamine is known to be stable when frozen and there is nothing in 
the specification of the instant application to suggest why the glutamine used in these 
compositions would be any more or less stable than glutamine alone or in any other 
composition. 

Claims 1,2/5, and 6 are rejected under 35 U.S.C. 102(a) and 35 U.S.C. 102(e) 
as being anticipated by Sherratt, et al. (US 6,479,068 B1 , November 12, 2002). 

Claim 1 is drawn to a formulation comprising L-glutamine and a solid or semi- 
solid edible medium that dissolves on oral contact. Claim 2 is drawn to the formulation * 
of claim 1 , provided in a unit dose of about 20 to about 40 grams L-glutamine. Claims 5 
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and 6 are drawn to the formulation of claim 1 , wherein the medium is a gel or pudding, 
or wherein the medium is a mixture of water and a gel or pudding. 

Sherratt, et al. teach an oral glutamine composition in pudding [column 9, lines 
14-17]. Pudding is a semi-solid edible medium and contains water, so the medium 
would be a mixture of water and pudding. Sherratt, et al. also teach an effective daily 
dose of glutamine to be about 30 grams [column 4, lines 54-57]. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 11,18 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shinal, et al. (WO/2000/069470, November 23, 2000) in view of Sherratt, et al. (US 
6,479,068 B1, November 12, 2002). 

Claim 1 1 is drawn to the formulation of claim 1 , wherein the composition is 
provided as a popsicle comprising pudding, water, and a flavor agent. Claim 18 is drawn 
to the method of treating oral inflammation of claim 13, wherein the formulation is 
provided as a popsicle comprising pudding, water, and a flavor agent. Claim 23 is 
drawn to the frozen formulation of claim 21 , provided in a unit dose of about 20 to 40 
grams L-glutamine. 
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Shinal, et al. teach a glutamine composition in the form of ice cream or frozen 
confections such as the common popsicle [page 13, lines 13-14]. Shinal, et al. also 
teach glutamine compositions for the treatment of oral lesions following radiation or 
chemotherapy [page 4, lines 5-12] and teaches that frozen formulations can be 
especially effective for the treatment of oral and esophageal ulcers, since they can 
combine the beneficial effects of glutamine with the soothing effects of the cold mixture 
[page 13, lines 12-17]. 

Shinal, et al. does not teach a glutamine composition in the form of pudding and 
does not teach a dosage of about 20 grams to about 40 grams. 

Sherratt, et al. teach an oral composition comprising L-glutamine [abstract] that 
can be mixed into moist food such as pudding [column 9, lines 16-17], which contains 
water and flavoring. Sherratt, et al. also teach an effective daily dose of glutamine to be 
about 30 grams [column 4, lines 54-57]. 

Sherratt, et al. does not teach a frozen composition. 

One of ordinary skill in the art would be motivated to combine the frozen medium 
of Shinal, et al. with the dosage of Sherratt, et al. for the treatment of oral inflammation 
caused by chemotherapy or radiation in order to get the added benefit of the cold 
formulation with the appropriate dosage. One of ordinary skill in the art would be 
motivated to combine the popsicle of Shinal, et al. with the pudding of Sherratt, et al. in 
order to gain the added benefit of the cold composition with the taste of pudding, which 
some patients might prefer. 
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Conclusion 



No claims are allowed in this application. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Layla Bland whose telephone number is (703) 272- 
9572. The examiner can normally be reached on M-F 7:30AM-5:00PM UST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on (571 ) 272-0562. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. K 
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